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BIOEQUIVALENCY COMMENTS TO BE PROVIDED TO THE APPLICANT
ANDA: 40-226 ' APPLICANT: Vintage Pharmaceuticals

DRUG PRODUCT: Perphenazine Tablets USP, 2 mg, 4 mg, 8 mg, and 16
mg

The Division of Bioequivalence has completed its review and has
no further questions at this time.

The dissolution testing will need to be incorporated into your
stability and quality control programs as specified in USP 23.

Please note that the biocequivalency comments provided in this
communication are preliminary. These comments are subject to
revision after review of the entire application, upon
consideration of the chemistry, manufacturing and controls,
microbiology, labeling, or other scientific or regulatory issues.
Please be advised that these reviews may result in the need for
additional biocequivalency information and/or studies, or may
result in a conclusion that the proposed formulation is not
approvable.

Sincerely yours,

1S/

Dale Conner, Pharm. D.

Director, Division of Biocequivalence
Office of Generic Drugs

Center for Drug Evaluation and Research



Perphenazine Tablets USP Vintage Pharmaceuticals
ANDA # 40-226: 2 mg, 4 mg, 8 mg & 16 mg  Charlotte, NC

Reviewer: Hoainhon Nguyen Submission Date:

WP #40226a.d97 December 23, 1997

Review of a Study Amendment

The firm has submitted a stucly amendment in response to the Division of
Bioequivalence’s Deficiency Comment issued in the letter dated November 30,
1997. The Deficiency Comment, the firm’s summarized Response and the DBE’s

Comment on the firm’s Response are given below.

Deficiency C .

“Long-term staLi/ity data only covered a ﬁ'eezer (-20 °C) storage duration o)( 33 -

clays (5-weele study) while the actual stua’y sample storage time lasted up to 460
clays (From Apri/ 11 to May 27, 1 000). The stal:i/ity stua’y is tlzerefore

. . ® ”
msuﬁclaent.

E!.III]’S RQSPQDSQ'

The firm has submitted in this current amendment the requested long-term stabi.lity
data. A post-stucly, 20-week sta]:)ility study showed that the difference in
perphenazine plasma concentration for controls of 0.150 ng/mL, 0.900 ng/mL and
2.50 ng/mL between Time 0 and Time 20 weeks was %, with no degradation

trend observed.
DBE’s Comments:

1. The firm’s response to the Deficiency comment is a&equate. The study results
as summarized in the last review (dated November 20, 1997) are considered
acceptable. The test procluct is shown to be equivalent to the reference pro&uct in
the extent and rate of absorption as measured by log-transformecl AUCs and

CMAX.



2. Dissolution testing for the test and reference products, 2 mg, 4 mg, 8 mg and
16 mg, is acceptal)le.

3. The formulations of the lower strengths are proportionally similar to the 16 mg
strength which underwent the l)ioequivalence study.

DBE's R Lations:

1. The single-dose, fasting l)ioequivalence stucly conducted I)y Vintage
Pharmaceuticals on the test pro&uct, Perphenazine Tablets, 16 mg, lot # 074045,
comparing it with the reference product, Trilafon® Tablets, 16 mg, lot # 4-ADM-
2, has been found acceptal)le by the Division of Bioequivalence. The test procluct,
Vintage’s Perphenazine Tablets, 16 mg, is deemed ]:)ioequivalent to the reference
product, Trilafon® Tablets, 16 mg, manufactured by Scherings.

2. The in-vitro dissolution testing conducted by Vintage on its Perphenazine
Tablets, 2 mg, 4 mg, 8 mg and 16 mg, has been found acceptable.

The dissolution testing should be incorporatecl into the firm's manufacturing
controls and stability program. The dissolution testing should be conducted in 900
ml of 0.1N HCl at 37°C using USP XXIII apparatus II (paddle) at 50 rpm. The
test procluct should meet the fo]lowing specification:

Not less than % of the labeled amount of perphenazine in the dosage form
is dissolved in 45 minutes.

3. The firm has demonstrated that the formulations of its Perp]:lenazine Tablets, 2,
4, and 8 mg, are proportionally similar to the 16 mg strength that underwent
acceptable in vivo Lioequivalence testing. The waiver of in vivo l)ioequivalence stucly
requirements for the 2, 4, and 8 mg tablets is granted. The firm's Perphenazine
Tablets, 2, 4.and 8 mg, are therefore deemed bioequivalent to Trilafon® Tablets, 2,
4 and 8 mg, respectively, manufactured l)y Sc]nerings.



‘Ho’jinsb{n Nguyen

Division of Bioequivalence '

Review Branch I
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Concur: /S/ ____Date: //2 7 /98
Dale Conner, Pharm.D. 4

Director, Division of Bioequivalence

cc: ANDA # 40-226 (original, duplicate), HFD-652(Huang, Nguyen), Drug
File, Division File

Hnguyen/01-26-98/WP #40226a.d97

’ Attachments: None



Perphenazine Tablets USP Vintage Pharmaceuticals
ANDA # 40-226:2 mg, 4 mg, 8 mg & 16 mg  Charlotte, NC

Reviewer: Hoainhon Nguyen Submission Date:

WP #40226a.697 June 19, 1997

Review of a Study Amendment

The firm has submitted a stucly amendment in response to the Division of
Bioequivalence's Deficiency Comments issued in the letter dated May 12, 1997.

The Deficiency Comments, the firm's summarized Responses and the DBE’s
Comments on the firm’s Responses are given below.

Deficience C .

“l1. Representative chromatograms submitted were not c/ear’y iclentrﬁecl. Code -
Nos. such as “NM30605", “NM30618"... were not decoded and matched with

any actual study samp/es. The worksheet for each run should be submitted with
code no. identified for ecach samp/e as well as sequences af samp’es as formed m

eaclz run.

The order in which representative cltromatograms submitted should also be
c,early axp]ainec]. It appeared that some batches of c;xromatograms such as
Batch 71 included some chromatograms that did not belong to the batch, such
as the clzromatograms on page 1 039 (based on the run date and retention times
of the clzromatograms).

2. Please explain, for Batch 71 chromatograms, why retention (or scan) times
of the drug and internal standard varied clrastica”y from chromatogram to
chromatogram (greater than % deviation from the axpected retention times of

approximately 1.2 (scan 07) and 1.5(scan 54) minutes for the drug and
internal standard, respectively).

The cIouHing of the retention times and total run time due to aclding of a guarcl
column between the validation and the study Gg'om 1.2 and 1.5 minutes to 2.0
and 2.4 minutes for the clrug and internal standard, respective/y), as exp/ainecl
in the analytical report (pages 1510-1511), was only observed in chromatogram

1



of Batches 7 3, 00, 92 and 100 (ancl not Batch 71 ), with axpected consistency.

3. Comp’ete peaL lzeiglzt (or peale area) and pealz Izeight (or pealz area) ratio
data for all study samp’es, standards and qua/ity controls assayea’ should be
submitted with the an’ytica, report.

4. Long-term staln"ity data only covered a ﬁ-eezer (-20 °C) storage duration of
33 a’ays (5-weele stucIy) while the actual stua’y samp/e storage time lasted up to
46 days (From April 11 to May 27, 1996). The stability study is therefore

1'nsuﬁ§'cient.

5. For the 4-ﬁ-eeze/tlzaw-cyc’e stability study, the qua]ity control of 2.50 ng/mL
showed an increase of "% when comparea’ with Time O control. Please
exp/ain the sigm'ficant Jigerence in the control concentrations fo”owr'ng 4 cyc/es

of freeze/thaw. Did actual stucly assays at times require 4 cyc/es of
freeze/tlzaw? ”

Firm's Responses:

1. The firm has provided a lzey for the translation of NOVOMANN numbers
(i.e., NM3618) and copies of the batch worksheets for samples batches which detail
sample analysis order within each batch and iclen’cify samples ]Jy sul)ject, periocl,
hour and NM number.

A corrected copy of Batch 71 has been submitted (Batc]:; Worksheet and
corresponding cluomatograms). The firm confirmed that there was one
chromatogram from Batch 104 that was inadvertently misfiled in Batch 71.

2. The firm has attributed the drastic variation in absolute retention time for
analyte and internal standard in Batch 71 to possible “pump flow rate fluctuations,
temperature variations, etc.”. In order to adjust the shift in internal standard and
analy’ce retention times, the analytical laboratory utilized a software that assigns
expectecl retention time, based on the relative retention time (RRT) ratio (intemal

standard to analyte retention time) of a calibrator (Stcl 3.0 ng/ m.l) The RRT

ranges from with an average of 0.81 and a standard deviation of

1.6%.



For Batch 71, no guarcl column to the analy’cical column was not available for use.

Guard column was used for Batches 73, 90, 92 and 100.

3. The firm has submitted copies of all worksheets for sample batches with peak
area and pealz area ratio data for study samples, standards and qua].tty controls.

4. “Data was acquirea’ up to 33 c]ays, however, recent attempts to obtain ﬁxrt]zer data
were unsuccessfu/ due to batch fai/ure (prob/ems with deionized water). Unfortunate/y,
these fai/ures Jep/etec] the available stalai/ity samp/es in our ﬁeezer so the study must be
reinitiated.” The new stability study started June 4, 1997, and the data from
this stal)i].ity stucly were not submitted in the current amendment. The firm
was telephoned for the data September 16, 1997 and requested that the data be
faxed. However, as of Septem}aer 30, 1997, the Division of Bioequivalence has not
received the requested information from the firm. (See the Telepl’xone Memo
attached.)

5. According to the firm, “actual stua’y samp/es underwent a maximum of up to 8

freeze/tlxaw cyc/es ”. The firm has generate& more freeze/thaw data over 10
freeze/thaw cycles with 2 replicates at three QC concentrations, 0.150, 0.900 and
2.50 ng/ml. The concentrations were within % of the target concentrations. The

% concentration difference found in the 4 cycle-freeze/thaw sta})i]ity stu:ly for
the 2.50 ng/ ml QC was therefore lilaely not indicative of analyte instability.

DBE’s Comments:

The firm’s responses are found satisfactory except for the response No. 4
concerning the long-term stalailit'y s’cucly (See alaove.).

The results of the Lioequivalence stucly are reviewed below.

Assay Methodology:



\ Specificity:
The assay was specific for perphenazine with no signilc.icant interferences seen

at the clrug or internal standard retention times in the cluomatograms of the
pre-close samples and blank plasma standards.

L ity
(Basecl on actual study standard curves)

The assay was linear in the range of ng/ml
ngxgdgc;b’ ili ity:
(Basecl on actual study qualxi:y controls)

Interclay CV's were: 8.6% at 0.150 ng/ml, 0.1% at 0.900 ng/ml and 11.7%
at 2.50 ng/ml

Sensitivity:
(Basecl on actual study standard clata)

Sensitivity limit was 0.05 ng/ml (CV% = 2.0). Any level below this limit

was repor’cecl as zero.

Pre-study vali&ation CV% for QC of 0.05 ng/ml was 10 (n=5).

Accuracy:
(Basecl on actual stucly qua]ity controls)

Percent recovery of control samples were: 101% at 0.150 ng/ml, 103% at



0.900 ng/ml and 108% at 2.50 ng/ml.

St ] .].! .
For 1ong-term stabil.i’cy stucly, see Firm's Response No. 4.

Sta]:)ility of processecl samples in reconstitution solvent at 4°C and at room
temperature for 24 and 48 hours was con.ﬁrmed( % cligerence). Stability
of plasma samples at room temperature for 24 hours was also confirmed |

% cliﬂerence). Stabi]ity of 4 freeze/thaw cycles was acceptal:le at
concentrations of 0.150 ng/mL.~ % difference) and 0.900 ng/mL_ %
difference), but questionable at 2.50 ng/mL. % difference).

a ineti ts:

AUC(0-T) was calculated using method. AUC(0-Infinity) was
calculated by : AUC(0-Infinity) = AUC(0-T) + [last measured concentration/
KEL]. CMAX and TMAX were observed values of the peak plasma concentration
and time to pealz plasma concentration, respectively. KEL and T1/2 were
calculated from the portion of the log concentration versus time curve.

Statistical Analyses:

Analysis of variance and F-test were used to determine statisticany sign.ificant (p
less than 0.05) differences between treatments, sequences of treatment, subjects
within sequence, and Jays of administration for the above p]narmacolzinetic

parameters as well as for the plasma concentrations at each sampling time. The

00% confidence intervals for AUC's, CMAX, InAUC's and [InCMAX were

calculated, based on least squares means, using the two, one-sided t-test.

(NOTE: ANOVA was repeated with Subjects # 11 and 18 dropped from the data
set due to their CMAX’s (both under Treatment A) being the first non-zero plasma
concentration. 90% confidence intervals for log-transformed AUCT, AUCI and
CMAX without these two subjects were within [0.80;1.25] (They were [0.91;1.02],
[0.93;1.04], and [0.91;1.06], respectivel ).)
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Results:

Twenty-seven of tl:j.tty enrolled volunteers completed the clinical portion of the
study. Sul)ject # 5 was withdrawn from the stucly because of positive clrug screen.
Subjects #8 and 10 were withdrawn from the study for disruptive behavior on Day

1, Period 2. The statistical analysis was performecl using 27 data sets.

There was no significant difference (alpha=0.05) between treatments for AUC (0-
T), AUC (0-Infinity), CMAX, InAUC(0-T), InAUC(0-Infinity) and [nCMAX.
The results are summarized in the tables below:



Mean (CV%) Mean (CV%) CL T/R
AUC (0-T) 5.373" 5.447* [0.93;1.05] 0.99
ng.hr/ml
AUC (0-Inf) 6.673" 6.601" [0.94;1.08] 1.01
ng.hr/ml (n=21) (n=22)
CMAX(ng/ml) 0.546* 0.548* [0.92;1.08] 1.00

TMAX (hs) 2.15(60) 2.57(53)

KEL (1/hrs) 0.0820(28) 0.0870(28)
@=21) (a=22)

T1/2 (hs) 9.1228) 8.66(31)
@=21) (a=22)
*Geometric LS Means



Hour
0

0.50

1.0

1.5

2.0

3.0

4.0

6.0

8.0

12.0

16.0

24.0

36.0

48.0
AUC(0-T)ng.hr/ml
AUC(0-Inf)ng hr/ml
CMAX

Adverse Effects:

)
0.421(104)
0.229(105)
0.184(110)
0.0810(142)
0.0249(220)
0.0075(361)
7.366(106)
9.299(95)
0.641(71)

)
)
0.240(107)
0.190(119)
0.0859(131)
0.0270(216)
0.0083(360)
7.706(116)
9.305(109)
0.671(83)

None of the adverse reactions reportecl was serious. During the Test Treatment,
there were mild to moderate clrug-relatecl reactions of twitching neclz, blurred vision,
dizziness, vomiting, restlessness, dry lips, eyes watering, tiredness, muscle spasms,
stiHness, heaclac]ne, elevated pulse rate, sleepiness, restlessness, teeth grincling,
drowsiness, jaw stiffness, ]ightheacledness and sore throat (29 reactions reported Ly
14 subjects). During the Reference Treatment, there were mild to moderate drug-
related reactions of heaclache, tireclness, muscle spasms, clizziness, nervousness,
eclginess, drooli.ng, dry moutl'l, elevated blood pressure, l)ody twitching and

restlessness (19 reactions reportecl }Jy 11 su]ajec’cs).



I1I. Dus_o_lgbgnlgm USP method and specifications were used.
Srug (Generic Name): Perphenazine Tablets Firm: Vintage Pharmaceuticals

Dose Strengtl'x: lﬁ,_ﬁ,_éh@ml_z_m; ANDA # 40-226
Submission Date: December 6, 1996
Table - In-Vitro Dissolution Testing - USP Method
USP XXIII Basket __ Paddle X RPM 50 No. Units Tested: 12
Medium: Q.1N HCl Volume: 900 ml
Reference Drug: (Manuf.) Trilafon® Scherings
Assay Methodology: _
USP Specification: % dissolved i
II.  Results of In-Vitro Dissolution Testing:
Sampling Test Product Reference Product
Times Lot # 071045 Lot # S-ADH-1
( min) Strength (mg) 2 Strength (mg) 2
Mean % Range (8.D.) Mean % Range (S.D)
Dissolved Dissolved
S 84.3 (6.5) 10 (2.3)
15 958 (3.5) 622 (13.1)
30 2.9 2.7) 979 (3.9)
45 974 (2.0) 1031 (3.3)
Sampling Test Product : Reference Product
Times Lot # 072045 Lot # 4-ADK-3
( min) Strength (mg) 4 Strength (mg) 4
Mean % Range (5.D) Mean % Range (8.D)
Dissolved Dissolved
5 868 (6.0) Sl (1.3)
15 %2 (2.2) 636 (11.6)
30 . 964 (1.6) 989 (3.1)
45 %8 (1.3) 1026 (2.2)



Sampling

Test Product

Lot # 073045
Strength (mg) 8

Mean' %
Dissolved
117
5.4
29
82

Test Product

Lot # 074045 _
Strength (mg) 16

Mean %
Dissolved
808
95.0
971
978

Range

(S.D)

(11.4)

(2.9)
(2.8)
(2.5)

10

Reference Product

Lot # 4-ADI-2
Strength (mg) 8
Mean % Range (S.D)
Dissolved
4.5 (1.0)
428 : (18.0)
Q2.4 (6.1)
99.36 (2.4)
Reference Product
Lot # 4-ADM-2
Strength (mg) 16
Mean % Range (5.D)
Dissolved
Q_ )
416 - (29.0)
886 *(7.9)
947 (4.8)



V. &mpg:ﬁmjgmﬂgﬁm See Attachments.

The cleficiency concerning the 1ong-term stal)i.]ity study has not been addressed
satisfactorﬂy in this amendment. See the firm’s response No. 4 above.

Until all questions concerning the assay method validation are addressed aclequately,
the study results may not be considered valid.

V. Comments:

1. Dissolution testing for the test and reference products, 2 mg, 4 mg, 8 mg and
16 mg, is acceptable.

2. The formulations of the lower strengths are proportxonauy similar to the 16 mg
strengt]:x which underwent the Inoeqmvalence study

VI. Recommendation:

The single-dose, fasting ]:aioequivalence study conducted l)y Vintage
Pharmaceuticals on the test procluct, Perphenazine Tablets, 16 mg, lot # 074045,
comparing it with the reference product, Trilafon® Tablets, 16 mg, lot # 4-ADM.-
2, has been found incomplete Ly the Division of Bioequivalence due to the reasons
cited in the Deficiency above.

The firm should be informed of the Recommendation and Deficiency.
Hoatﬁh«!n Nguyen
Division of Bioequivalence
Review Branch I _
‘ | “s I ' Lo[T1T7
RD INITIALED YHUANG . l
FT INITIALEDAYHUAN G
Concur: » J$| _— Date: I ! 20! 9 ¥

Rabindra Patnaik , Ph. Dh.’

“Acting Director, Division of Bioequivalence

11



/of[())

0.7

( fage

WP 4 406 a. 697 At chmeit™
CONCENTRATION (ng/mi)

PERPHENAZINE STUDY NO. 9528044D

LEAST - SQUARES MEAN PLASMA CONCENTRATIONS (N=27)

20 25 30

HOURS AFTER A 16—-MG DOSE

35

~——+ TEST
HH+ REFERENCE



WF 402264, 697  AHadimad (/99/6 L of 10)

VINTAGE PHARMACEUTICALS, INC.
Perphenazine Tablets, USP
2 mg, 4 mg, 8 mg, 16 mg

COMPONENTS AND COMPOSITION

STATEMENT
Perphenazine Tablets
2 mg
Ingredient per tabjet Quantity per batch
- Perphenazine, USP "2.00 mg g
~ Microcrystalline Cellulose, NF PH101 mg kg
¢ Lactose Monohydrate, NF DC mg kg
v Sodium Starch Glycolate, NF mg kg
J Magnesium Stearate, NF mg g
Total Core Weight mg kg
s Coatine/Printi
‘% excess is added where indicated for potential process loss associated with coating of
tablets)
v Eudragit E-100 mg g
v Sucrose, NF mg kg
v Calcium Carbonate, USP | mg kg
< Talc, USP  ~ ' mg kg
v Povidone, USP K-30 mg g
¢ Titanium Dioxide, USP mg g
; i mg kg
v Sucrose Syrup
vTitanium Dioxide, USP
Povidone, USP
~ Synthetic Black Iron Oxide mg/tablet)
. Sodium Benzoate, USP
*refer to DMF page 3561 for further quantitative information
« Isopropy! Alcohol, USP mg kg
« Acetone, NF mg kg
v Purified Water, USP mg kg
. Carnauba Wax, NF mg g

2220
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VINTAGE PHARMACEUTICALS, INC.
Perphenazine Tablets, USP
2 mg, 4 mg, 8§ mg, 16 mg

2212 Fine Black Ink* mg g
v Pharmaceutical Glaze, Shellac, NF %
*Polyvinylpyrrolidone, Food Grade NF =~ %
-Polyethylene Glycol 600, USP %
“ Isobutyl Alcohol %
v Purified Black Iron Oxide % mcg/tablet)
*refer to DMF for further quantitative information
XI Thinner ( % '

Total weight mg kg
. ]S’ | 9/30 /%2
Appfovéd - Manrfacmr@ Date
IS Yishe

Approved - Regulatory Affairs Date

2221
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VINTAGE PHARMACEUTICALS, INC.

Perphenazine Tablets, USP
2 mg, 4 mg, 8 mg, 16 mg

COMPONENTS AND COMPOSITION

STATEMENT
Perphenazine Tablets
4 mg
Ingredient per tablet Quantity per batch
Perphenazine, USP \ mg kg
Microcrystalline Cellulose, NF PH101 mg - kg
Lactose Monohydrate, NF DC mg kg
Sodium Starch Glycolate, NF mg kg'
Magnesium Stearate, NF mg g
Total Core Weight mg kg

Sugar Coating/Priat

% excess is added where indicated for potential process loss associated with coating of
tablets)

Eudragit E-100 mg g
Sucrose, NF ) mg kg
Calcium Carbonate, USP mg kg
Talc, USP _ mg - kg
Povidone, USP K-30 mg g
Titanium Dioxide, USP mg g

o - mg kg

Sucrose Syrup

Titanium Dioxide, USP
Povidone, USP

Synthetic Black Iron Oxide mg/tablet)
"Sodium Benzoate, USP
*refer to DMF page 3561 for further quantitative information
Isopropyl Alcohol, USP mg kg
Acetone, NF mg kg
Purified Water, USP  mg T kg
Carmnauba Wax, NF mg g

2223
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VINTAGE PHARMACEUTICALS, INC.
Perphenazine Tablets; USP
2 mg, 4 mg, 8 mg, 16 mg

2212 Fine Black Ink* mg g
Pharmaceutical Glaze, Shellac, NF %
Polyvinylpyrrolidone, Food Grade NF %
Polyethylene Glycol 600, USP %
Isobutyl Alcohol %
Purified Black Iron Oxide % mcg/tablet)
*refer to DMF for further quantitative information
XI Thinner %

Total weight mg

L afsofrs
Apgf)v;!d - Manufacturing) Dite ;
/S/ Ut

Appro‘ved - Regulatory Affairs Date

2224
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VINTAGE PHARMACEUTICALS, INC.
Perphenazine Tablets, USP
2 mg, 4 mg, 8 mg, 16 mg

COMPONENTS AND COMPOSITION

STATEMENT
Perphenazine Tablets
8 mg
Ingredient per tablet Quantity per batch
Perphenazine, USP 8.00 mg ) kg
Microcrystalline Cellulose, NF PH101 mg kg
Lactose Monohydrate, NF DC mg kg
Sodium Starch Glycolate, NF - mg kg |
Magnesium Stearate, NF mg g
Total Core Weight mg kg

Sugar Coatine/Print

% excess is added where indicated for potential process loss associated with coating of
tablets)

Eudragit E-100 mg kg
Sucrose, NF mg kg
Calcium Carbonate, USP mg kg
Talc, USP mg kg
Povidone, USP K-30 mg kg
Titanium Dioxide, USP mg i

mg kg

Sucrose Syrup

Titanium Dioxide, USP
Povidone, USP

Synthetic Black Iron Oxide mg/tablet)
‘Sodium Benzoate, USP
*refer to DMF page 3561 for further quantitative information
Isopropyl Alcohol, USP mg kg
Acetone, NF . mg _ kg
Purified Water, USP mg ) kg
~ Carnauba Wax,NF mg 2

2226
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VINTAGE PHARMACEUTICALS, INC.
Perphenazine Tablets, USP
2 mg, 4 mg, 8 mg, 16 mg

2212 Fine Black Ink* mg g
Pharmaceutical Glaze, Shellac, NF %
Polyvinylpyrrolidone, Food Grade NF %
Polyethylene Glycol 600, USP %
Isobutyl Alcohol %
Purified Black Iron Oxide % ! mcg/tablet)
*refer to DMF for further quantitative information
XI Thinner %

Total weight . 475.23 mg 1460.610 kg
¢ J&l _ 9 /3%/s¢
Apg{yéd * Manufacturdng Date
sl Yok
Approved ! Regulatory Affairs Date
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VINTAGE PHARMACEUTICALS, INC.

Perphenazine Tablets,. USP
2 mg, 4 mg, 8 mg, 16 mg

COMPONENTS AND COMPOSITION

STATEMENT
Perphenazine Tablets
16 mg
Ingredient per tablet Quantity per batch
Perphenazine, USP 16.00 mg kg
Microcrystalline Cellulose, NF PH101 mg kg
Lactose Monohydrate, NF DC mg kg
Sodium Starch Glycolate, NF mg kg |
Magnesium Stearate, NF - mg g
Total Core Weight mg kg

g Coating/Printi

% excess is added where indicated for potential process loss associated with coating of
tablets) -

Eudragit E-100 mg kg~
Sucrose, NF mg kg
Calcium Carbonate, USP . mg . kg
Talc, USP . . , mg kg
Povidone, USP K-30 mg kg
Titanium Dioxide, USP mg 8

_ . mg kg

Sucrose Syrup

Titanium Dioxide, USP
Povidome, USP

~ Synthetic Black Iron Oxide mg/tablet)
"Sodium Benzoate, USP
*refer to DMF ~ page 3561 for further quantitative information
Isopropyl Alcohol, USP mg kg
Acetone, NF mg kg
Purified Water, USP ‘'mg kg
Carnauba Wax, NF mg g

2229
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VINTAGE PHARMACEUTICALS, INC.
Perphenazine Tablets, USP
2 mg, 4 mg, 8 mg, 16 mg

2212 Fine Black Ink* mg
Pharmaceutical Glaze, Shellac, NF 1%
Polyvinylpyrrolidone, Food Grade NF %
Polyethylene Glycol 600, USP %

Isobutyl Alcohol . % '

Purified Black Iron Oxide % | mcg/tablet)

*refer to DMF ‘or further quantitative information
XI Thinner ¢ %

Total weight mg
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